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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the malting date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C, § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )I3 Responsive to communlcation(s) filed on 10 April 2007 . 
2a)IEI This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1.2A-6 and 8-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) KI Claim(s) 1,2,4-6 and 8-11 is/are rejected. 
?)□ Claim(s) is/are objected to, 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet{s) Including the correction Is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fornn PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Intennew Summary (PTC>413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. , 

3) n Information Disclosure Statement(s) (PTO/SB/08) 5) C] Notice of Infomial Patent Application 

Paper No{s)/Mail Date . 6) □ Other: . 
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Status of the Claims 

Claims 3 and ? have been canceled. Claims 1, 5, 6 and 1 1 have been amended. Claims 1, 
2, 4-6 and 8-1 1 have been amended. Any rejection or objection not expressly repeated has been 
withdrawn. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

Claim Rejections - 55 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 2, 4-6 and 8-1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 has been amended to recite a particular group of sulfated glycosaminoglycans, 
including "low molecular weight heparan and depolymerised heparan." This would appear to be 
a typographical error, wherein the correct sulfated glycosaminoglycans would be "low molecular 
weight heparin and depolymerised heparin." However, it is noted that in the dependent claim 5, 
the claim has been specifically amended to change "heparin" to "heparan," it must be concluded 
that "heparan" is indeed what Applicant intends. However, as noted, the species are described as 
^'sulfated glycosaminoglycans," so it is not clear exactly what Applicant intends in reciting 
"heparan" — ^which must be a sulfated glycosaminoglycan — ^as a species that distinguishes it fi-om 
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the species "heparan sulfate," also recited as a species in the group. For this reason, the claims 
are rendered vague and indefinite. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claimsl, 5, 6 and 8-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claims contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that Applicant, at the time the application was filed, had possession of the claimed 
invention. 

As noted above, claim 1 has been amended to recite a particular group of sulfated 
glycosaminoglycans, including "low molecular weight heparan and depolymerised heparan^ * 
The examiner does not find that this species, separate fi-om "heparan sulfate" is described in the 
specification. In noting support for the amendments, Applicant cites (1) page 5, 2"^ fiiU 
paragraph; (2) page 6, fiiU paragraph; and (3) page 6, 4^*^ fiiU paragraph. However, (1) 
describes the use of heparan sulfates and depolymerized heparan sulfates; (2) describes the use of 
dermatan sulfates depolymerized dermatan sulfates; and (3) describes the use of heparin and 
depolymerized heparin. The examiner finds nothing in these passages describing this recited 
sulfated glycosaminoglycan, heparan, as an entity distinct fi-om heparan sulfate. 
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Claim Rejections - 35 USC § 102 

Claims 1, 2, 4, 6 and 10 are again rejected under 35 U.S.C. 102(b) as being anticipated by 
Greinacher et al (Br. J. Obst. Gyn., 2001). 

Greinacher discloses the administration of Org 10172 (a combination of heparan sulfate, 
chondroitin sulfate and dermatan sulfate, or danaparoid) to a pregnant woman. See entire 
reference, 

AppUcant's arguments filed April 10, 2007 have been fully considered but they are not 
persuasive. 

Applicant contends that the present inventors "have found that the administration of low 
molecular weight heparans to pregnant women in need of thrombosis prophylaxis surprisingly 
has resulted in a faster progress of labor and shorter delivery time." However, Greinacher has 
aheady done the same thing - administered glycosaminoglycans recited in the claims to a 
pregnant woman in need of antithrombotic therapy. The fact that the reference is silent regarding 
the inherent effect on labor and delivery does not negate anticipation with respect to the 
prevention aspect of the invention. See MPEP 2112 [R-3] H. 

AppUcant further contends that "the present invention is directed to women without any 
need of antithrombotic therapy, but having a problem with slow progress or arrest of labor at 
delivery." The examiner would note that the claims do not exclude women in need of 
antithrombotic therapy, nor are they limited to women having said problem with labor and 
delivery because they expressly recite prophylaxis. 



Application/Control Number: 10/500,284 Page 5 

Art Unit: 1623 

Claim Rejections - 35 USC §103 

Claims 1-4, 6 and 8-10 are again rejected under 35 U.S.C. 103(a) as being unpatentable 
over Laster (EP 1016410) in view of Einarsson (US 5,714,477)— claim 9 or Atad (US 
4,976,692)^laim 8. 

Laster teaches the administration of glycosaminoglycans, preferably LMW heparin, 
heparan or dermatan, for the treatment of pre-eclampsia. See, for example, paragraph [0042]. 
The reference does not exemplify the treatment of women. However, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to administer these 
products to treat pre-eclampsia with a reasonable expectation of success because it is suggested 
in the art. 

Laster does not teach topical administration or the administration of glycosaminoglycans 
in combination with oxytocin. 

Einarsson teaches as set forth above. 

It is known that pre-eclampsia is one of the most common indication for labor induction, 
which it typically done by the administration of oxytocin. See Atad at page 5, lines 50-58. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to administer glycosaminoglycans as set forth above. It would be further 
obvious to administer the agents topically as taught by Einarsson for the advantages set forth 
above, with a reasonable expectation of success. It would be further obvious to administer the 
agents in combination with oxytocin because the need for labor induction is conmion .in women 
with pre-eclampsia. 
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Again, the patient population that would be treated as suggested by the combination of 
references is fully encompassed by the population contemplated in the instant claims, and in 
following the suggestions of the art, one of ordinary skill would accomphsh the method. 

Applicant's arguments filed April 10, 2007 have been fully considered but they are not 
persuasive. 

Applicant argues that there is not disclosure regarding improving the progress of labor or 
delivery in the references. With respect to the references draAvn to the administration of 
glycosaminoglycans, the examiner agrees with this statement. Atad, on the other hand, clearly 
discusses induction of labor. However, Laster clearly teaches the administration to 
glycosaminoglycans to the same patient population - pregnant women - as required in the 
claims. In administering said agent, the method is accomplished. 

Applicant's amendment necessitated the new grounds of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action, hi the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event. 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessftil, the examiner's supervisor, Ms. 
Anna Jiang (571) 272-0627, may be contacted. The fax number for Group 1600, Art Unit 1623 
is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished application is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct, uspto.gov Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197. 
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Lei^ C. Maier 
Primary Examiner 
June 22, 2007 



